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Dear Mr. Jennette: 

On July 21 and 22,20&I, FDA conducted an inspection of your multiple-food storage warehouse 
and seafood processing facifity located at 506 N. Water St., Elizabeth City, North Carolina 
During that inspection, our izwcstigati documented serious deviations fkom the se&id Hazard 
.Adysis and Critical Control Point (HACCP) regulations, Title 21, Code of Federal Re_lrulations 
Part 123 (21 CFR Part 123). In accordance with 21 CFR 123.6(g), failure of a processor to havi 
and implement a HACCP plan tb& complies with this section, or to otherwise operate in 
accordance with the requirements of this part, renders the fishexyproducts adulterated within the 
m&g of Section 402(a)(4) of the Federal Food, Drug and Cosmetic Act (the Act), 21 U.S.C. 6 
342(a)(4). Accordingly, your fir&, scombrotoxin-foxming fish, and reikigerated pasteurized 
and/or M-picked crabmeat are ad&era&d, in that they have been prepared, packed, or held 
under insanitaxy conditions whereby they may have become contaminated witb filth, or,whereby 
they may have been rendered injurious to health. You may iind the Act and the seafood HACCP 
regulations through links in FDA’s home page at www.f&gov. 

The deviations of concern are as follows: 

1. You must conduct a hazzrrd analysis to determine whether there are food safety hazards 
that are reasonably likely to occur, and you must have a written HACCP plan to control 
any food safety hazards that are likely to occur, to comply with 21 CFR 123.6(a) and 
(b). However, your firm does not have a HACCP plan for fresh refrigerated crabmeat 
to control the food safety hazard of pathogen growth as a result of time/temperature 
abuse. 

2. You must have a EIACCP pian that, at a minimum, lists the critical limits that must be 
met, to comply witb 21 CJ?R 123.6(c)(3). A critical limit is defined in 21 CFR 123.3(c) 
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as ‘the maximum or minimum vaiuc to which a physical, biological, or chemical 
parameter must be controlled at a critical control point to prevent, eliminate, or reduce 
to an acceptable level the occurrence of the identified food safety hazard.” However, 
your firm’s HACCP plan for pasteurized crabmeat lists critical limits at the 
“Receiving” and “Storage” critical control points that are not adequate to control the 
identified hazard. Specifically, a criticai Iit of “at or below ‘F” is too high to 
adequately control the growth of pathogens. Moreover, the hazard identified for these 
two critical control points, i.e. CZostidium boidinum, should be expanded to include 
“pathogen growth and toxin formation.” 

Because your HACCP plan includes corrective actions, the descri. corrective actions 
must be appropriate, to comply with 21 CFR 123.7@). However, your corrective 
action plans for fhzsh, histamine-producing fXsb at the “Receiving,” “Storage,” and 
Waging Order for Loading” critical controi points are not appropriate to control the 
histamine formation hazard. Specificatly, re-icing the product when there is an 
inadequate amount of ice covering it is not adequate because it does not take into 
account the tim&emperature the product has been subjected to. In other words, adding 
ice to fish that has been subjected to timdtemperature conditions that can result in 
histamine formation may prove ineffective in controlling the histamine fixmation 
hazard. We are cnctosing Chapter 7, Scombrottin (wisrcrmine) Formation, fkom the 
third edition of the Fish & Fisheries Products m 8t Controls tiw for your 
use in developing an adequate HACCP plan for histamine+forming fish. 

4. You must implement the record keeping system that you listed in your HACCP plan, to 
comply with 21 CFR 123.6(b). However, your firm did not record monitoring 
observations at the “Receiving,” and “Staging Order for Loading” critical control points 
to control the histamine formation hazard listed in your HACCP plan for hbmine- 
producing fin&h. Specifically, your monitoring records (JB-888) for approximately 
ten days during the period of May to July 2004 were incomplete in that they were 
missin& among other things, a monitoring observation concemmg the adequacy of ice 
at receipt and/or shipment of the product. 

This letter may not Iist all the deviations at your Ebcility. You are reqonsible for ensuring that 
your processing plant opcmtcs in compliance with the Act, the seafbod HACCP regulations, and 
the Good Manufacturing Practice regulations (21 CFR Part 110). You also have a responsibility 
to use procedures to prevent further violatious of the Act and all applicable regulations. 

We may take further action if you do not promptly correct these violations. For instance, we may 
recommend that the United States bring a legal action to seize your product(s) and/or enjoin your 
firm from operating. 

Please respond in writing within 15 working days from your receipt of this letterl Your response 
should outline the specific thinp ~IIU are doing to correct these deviations. You should include 
in your response documentation, such as copies of HACCP plans and HACCP mouitoring 
records, or other useful information that would assist us in evaluatiug your corrections. If you 
cannot complete all corrections before you respo@ we expect that you will explain the mason 
for your delay and state when you will correct anynxmining deviations. 
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Please send your reply to Carlos A. Bonnin, Compliance Officer, U.S. Food and Drug 
Administration, 60 Eighth SW, N.E., Athta, Georgia 30309. If you have questions Ngarding 
any issue in this letter, please contact Mr. Bonnin at 404-253-1277. 

Sincerely, 

Mafy H. Woleske, Director 
Atlanta District 

Ellclosure 


